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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 4, 5, 15, 17, 22-27 and 30 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Zimmer (3,948,269). 

As to claims 1,4,5 and 1 5, Zimmer discloses a method of controlling a 
temperature of an applicator body, the method comprising: 

providing an applicator body (5) that comprises at least one contact surface 
(distal flat end of the applicator # 2); 

delivering a coolant through a conduit in at least a portion of the applicator 
body at a substantially constant rate; 

delivering energy to at least one of the distal end of an applicator body and 
coolant through one or more heating elements (coil # 8) so that the contact surface of 
the applicator body is cooled to a desired temperature, wherein the desired temperature 
is about 0°C (between about - 5°C and about 3°C or wherein the desired temperature is 
about -2°C, and wherein the coolant is provided in a path for distributing the coolant 
evenly over the contact surface (col. 1, lines 34-45, col. 2, line 27-col. 3, line 29). 

As to claims 17, 22-27 and 30, Zimmer discloses an applicator that delivers 
energy comprising: 
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an applicator body comprising a proximal portion and a distal portion; 
a contact surface on the distal portion of the applicator body; 
a conduit that delivers a coolant at a constant rate on a path through at least a part of 
the distal portion of the applicator body; one or more heating elements coupled to the 
distal portion of the applicator body to deliver a heating energy to the coolant in the 
conduit, wherein the energy is sufficient to heat the coolant so that the applicator 
contact surface is at a desired temperature (about 0°C), and a power supply coupled to 
the heating element (resistive heating wire), wherein the power supply is controlled with 
an algorithm, wherein the heating element is positioned to deliver more energy toward 
the proximal end of the contact surface and further comprising a temperature sensor (9) 
that monitors the temperature of the contact surface (Figure 1 and col. 1, lines 34-45, 
col. 2, line 27-col. 3, line 29). 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-4, 7, 9, 17-20, 22, 26, 27, 30-33 and 35 are rejected under 35 U.S.C. 
102(e) as being anticipated by Ingle et al. (6,216,704). 

As to claims 1-4, 7 and 9, Ingle et al. disclose a method of controlling the 
temperature of an applicator with a tissue contact surface placed adjacent to pelvic 
support tissue, precooling the tissue to about 0°C by circulating a coolant through the 
applicator, before heating it to a higher temperature by delivering RF energy to at least 
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two electrodes (one being considered a "heating element" and the other the claimed "at 
least one electrode at the contact surface") while monitoring the temperature of the 
electrode and adjusting a power level of the energy delivered to the heating element to 
maintain the contact surface of the applicator at the desired temperature (col. 12, lines 
6-47, col. 15, lines 5-40, col. 16, lines 51-61, col. 18, lines 8-68). 

As to claims 17-20, 22, 26, 27, 30-33, Ingle et al. disclose an applicator and 
system where again one electrode is a heating element and another electrode is "at 
least one electrode" on the contact surface and powered by RF and a cooling assembly 
that controls the delivery of a coolant at a constant rate and the heating element, a 
power supply coupled to the heating element and controlled by a temperature control 
algorithm, wherein the desired temperature can be set as required at about 0°C, and 
further comprising a temperature senor for monitoring the temperature of the contact 
surface. 

As to claim 35, Ingle et al. further disclose a processor with a memory 
programmed to deliver coolant to the applicator, monitoring a temperature of the contact 
surface, and for controlling delivery of energy to a heating element that controls a 
temperature of the coolant adjacent the contact surface (col. 15, line 28-col. 16, line 15 
and col. 22, lines 45-64). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 6, 28 and 34 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ingle et al. in view of Stern (6,413,255). Ingle et al. fail to disclose the coolant 
comprises R143a refrigerant gas. But, Stern discloses a method an apparatus for 
treatment of tissue wherein one of many of well known refrigerants is R134a used to 
cool an electrode (col. 13, lines 9-24). Therefore, at the time of the invention it would 
have been obvious to one of ordinary skill in the art to look to the device of Stern in the 
process of selecting a gas suitable for the temperature range required for cooling tissue 
indirectly by cooling the electrode. 

Allowable Subject Matter 

Claims 10-14, 16, 21 and 29 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Truckai et al. (5,769,880) disclose a an apparatus and method for 
heating tissue with RF electrodes; and Lee (3,298,371) discloses a freezing probe with 
an internal heater for the treatment of tissue. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Roy D. Gibson whose telephone number is 571-272- 
4767. The examiner can normally be reached on M-F, 7:30 am-4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on 571-272-4764. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 7 



Roy D.tGibson 
Primary Examiner 
Art Unit 3739 
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